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Study on the Stability of the API Buserelin
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ABSTRACT Objective: To study the influence of temperature, humidity and light on the quality of API buserelin with time change,
and to make the basis of the formulation for this bulk drugs' production, the packaging, storage, transportation and the term of validity.
Methods: According to the XIX C medicine stability test guiding principle and chemistry medicine stability technical guidance principle
in the appendix of Chinese pharmacopoeia 2005 edition,the hard light , high temperature (60°C, 40°C), high humidity (RH92.5%% 5%,
RH75%% 5%) influence factor experiment and the acceleration test (40°C+ 2°C, RH75%z% 5%; 25°C+ 2°C, RH60%% 10%) were tested.
Based on the prescribed standards for Buserelin API quality indicators and related test method for products, the main qualitative index un-
der experimental condition was detected. Results: Hard light, high temperature, high humidity and other factors had significantly affect on
the stability of Buserelin, so it should be sealed in a dry, cool place. In the acceleration test, the API Buserelin 's each qualitative index
had little change, but still in the scope of quality standards. Conclusion: Hard light, high temperature, high humidity and other factors had
significantly affect on the stability of Buserelin, so it should be sealed and transported in a dry, cool and dark condition. The acceleration
test results showed that the API Buserelin 's each qualitative index was in the scope of quality specification stipulation under this condi-
tion, and it met the quality specification stipulation requirement for API Buserelin; Therefore the guarantee period was tentatively sched-
uled for two-year.
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Table 1 Determination result of illumination experiment of API buserelin
Time (d) Colour Retention Time min Peak Area Area Percent % Related Substances (%) Content (mg)
0 White 9.653 171.4597 98.743 1.000
5 White 9.470 160.0751 75.055 23.688 0.934
10 Light yellow 9.766 164.4348 71.217 27.526 0.959
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2.1.2 Buserelin 60C 10 60C 2,
2 Buserelin (60°C)
Table 2 Determination result of API buserelin under high temperature(60 ‘C )condition
Time (d) Colour Retention Time min Purity % Related Substances (%) Content (mg)
0 White 9.653 98.74 1.000
5 White 10.183 92.04 6.706 1.084
10 Light yellow 9.844 91.22 7.517 1.044
Buserelin 40°C 10 N Buserelin
N 40°C 3.
Buserelin . 60C
3 Buserelin 40°C)
Table 3 Determination result of API buserelin under high temperature(40 C )condition
Time (d) Colour Purity % Related Substances (%) Content (mg)
0 White 98.32 1.000
5 White 97.07 1.246 1.031
10 White 94.65 3.674 1.051
2.1.3 Buserelin RH92.5 % 4
RH92.5 %
4 Buserelin (RH92.5%)
Table 4 Determination result under high humidity(RH92.5 %)condition
Time (d) Colour Appearance State moisture content Purity % Related Substances Content (mg)
% (%)
0 White Solid <3 98.74 1.000
5 Light yellow Semisolid >3 96.44 2.298 1.042
10 Light yellow Semiliquid >3 93.98 4.766 1.136
RH75 % Buserelin N . N
RH75 % ° 5.
RH92.5 %
5 Buserelin (RH75%)
Table 5 Determination result of API buserelin under high humidity(RH75 %)condition
Time (d) Colour Appearance State Purity Moisture content ~ Related Substances Content (mg)
% % (%)
0 White Solid 98.32 <3 1.000
5 Light yellow Solid 97.57 >3 0.75 1.044
10 Light yellow Solid 97.11 >3 1.213 1.213
22 25°C+ 2°C .RH 60%* 10% Buserelin
Buserelin 40°C+ 2°C . 25°C+ 2°C .RH60 %=+ 10 %
RH75 %+ 5 % o 6

Buserelin

Buserelin



+ 3486 -

www.shengwuyixue.com Progressin Modern Biomedicine Vol12 NO.18 JUN.2012

6 Buserelin

40C

Table 6 Test result of the acceleration test of the sample(40°C)

Time (d) Colour Related Substances (%) Content (%)
0 White 98.743
30 White 0.443 98.500
60 White 0.496 98.447
90 White 0.542 98.303
180 White 0.603 98.14
7 Buserelin 25C
Table 7 Test result of the acceleration test of the sample(25°C)
Time (d) Colour Related Substances (%) Content (%) HPLC Number
0 White 98.687 23005138
30 White 0.241 98.331 4073513
60 White 0.22 98.352 18065337
90 White 0.279 98.293 25020258
180 White 0.429 98.143 24165204
3 ,
N N Buserelin
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